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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


« nn .c , „„„ OMB NO. 0679^0030 

/ 3.11 

ANNUAL REPORT OF RESEARCH FACILITY 
( TYPE OR PRINT) 

2, HEADQUARTERS RESEARCh FACILITY [Nama and Address, as registered with USDA 
include ZJp Code) 

MAIMONIDES MEDICAL CENTER 

4802 10 th Avenue 

Brooklyn, NY 11219 

Telephone: (718) 283-8439 

3. REPORTING FACILITY (List all locations where animals were housed or used In actual research, tasting, teaching, or expsnmentatlon. or held for these purpose*. Attach additional 
sheets If necessary.) 


FACILITY LOCATIONS (Sites) 


Maimonides Medical Center 
4802 10 th Ave, Brooklyn, NY 11219 


REPORT OF ANIMALS USED BY OR ONCER CONTROL OF RESEARCH FACILITY (AIHcp .ddltipnal »tie«U If netxMebry or m APHIS FORM 7023A) 


A. 

Animals Covered 

By Tha Animal 

Welfare Regulations ! 

EL Number of 
animals being 

bred, 

conditioned, or 

held for us* in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used far such 
purposes 1 

C. Ni-mberof 
animals upon 

which teaching, 
research, 
experiments, or 
testa ware 

conducted 
involving no 
pain, distress. at 
use of psln- 
r*l laving drugs. 

O. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 

and for which appropriate 
anesthetic, analgesic, or 
tranquillizing drugs ware 
used 

E, Number of animals upon which teaching 
experiments, research, surgery, or tests were 
conducted invalving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tren quizzing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
tha procedures producing pain ar distrusts in those 
endma/s and (h« reasons such drugs mere not used 
must tie sttschod fo this report) 

F. 

TOTAL NO 

OF ANIMALS 

(Cafa- C ■+■ 

D + E\.^' 
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8, Rabbits 
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9. Non-human Primates 






10. Sheep 






11., Pigs 
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12. Other Farm Animals 
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1 ) Pror<u>K>nally acceptable standards flovmnino tha com, traatment. and usa of animals including appropriate usa of anesthetic, aneigaaic, and tranqullizing drugs, prior lo, during 
end following actual research, teaching, testing, surgery, or experimentation were followed by this research facility 


2) Each principal investigator has considered alternatives to painful procedures. 

31 This facility is adhering to the standards and regulations under the Act, and « has required that exceptions to the standards and regulations be specified and explained by toe 
principal investigator end approved by the Institutional Animal Cara and Uaa Committee OACUC). A pummary o* all such exceptions la attached lo Ihle annualreport-lri 
addition to Identifying tha lACUC-approved exceptions, this summary includes a brief explanation of tha exceptions, as well as tha species and number df animals affected. 


4) Tha attending veterinarianfor this research raelltty nos appropriate authority to ensure tha provision of adequate veterinary earn and to oversee the adequacy of other aspects of 
wiimal os re and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above feyue, correct, and complete (7 U.S.C. Section 2143). 
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Amended Explanation - FY 2008 


MAR 0 7 

FY 2008 APHIS Form 7023 Column E Explanation ' 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part 
of an explanation. A Column E explanation must be written so as to be understood by lay persons as well as 
scientists. 


1. Registration Number: 21-R-0076 / 331 


2. Number of animals used in this study. 12 

3. Species (common name) of animals used in the study. Rabbit 

4. Explain the procedure producing pain and/or distress. 

Rabbit distal femur (bilaterally) will be shaved. Animals will then be brought to the OR, 
draped and prepped with betadine at the surgical site. After induction of anesthesia, a midline 
longitudinal incision and medial arthrotomy with lateral subluxation of the patella will be performed. 
Then, a full-thickness (2-mm-deep), 3-mm-diameter femoral osteochondral defect using a Dremel 
power tool under steady irrigation will be drilled in the femoral trochlear groove. Each defect (except 
untreated controls) will then be implanted with a collagen sponge containing granulin or bone 
morphogenetic protein, or no additive. Controls will receive no implant. The patella will be reduced, 
and the wound closed in layers with 3.0 or 4.0 vicryl or other resorbable suture material. The implants 
are held in place, in the defect, by the patella when the patella is put back into place. Upon awakening, 
rabbits will be allowed unrestricted cage or floor movement. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For federally mandated testing, see 
question 6 below) 

This protocol was approved by the IACUC as a category "E" because of the potential for pain 
or distress not relieved with anesthetics, analgesics and/or tranquilizer drugs or other methods for 
relieving pain or distress once the post-operative period was passed. 

In actuality, the protocol required the use of analgesia (Carprofen 4 mg tab, lx/ day) on day 
of surgery and 7 days post-operatively. Total time of survival post-surgery was 12 weeks. The only 
medication excluded from use was "steroidal" anti-inflammatories. Each of the 12 rabbits received the 
analgesic and no pain or distress was noted during the 11 weeks remaining on the study. 

Keeping in line with the USDA definitions these animals should have been designated category 

"D". 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations (CFR) 
title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Not applicable. 


■■ 'Column- E Explanation 

volunte^. " an offlow tom and Its useT"' 

^ A Co,u m n E explanafcn mua. be rten ao aa to be JndarsXy ^SafwS £££* 


1. Registration Number; 

. 1 

2. Number 


3, Species (common name) 


21-R-0076/331 


.of animals used in this study. 

Dogs : 

: of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 


GER that may result in the ^ (GER) ' * * *“ 

upper airway swelling. Actual observation has shown n^vemetffecS^ 11 T* ^ 
population to-date ■in-'those'sabjects that developed -GER. & m ^ sub J ect 


5. Provide scientific justification why pain and/or distrain; mniw 

ItemTh 1 ? th f Pain and/or distress reJief w °uld interfere with test resui 1 ts Ve fFo r t Fpri me n 10dS ° r means USed to 
Item 6 below) 1 iesi resu,ts - (For Federally mandated testing, see 


The essence of the study is to monitor the onset the GPP i, tt 

observe any effects in the upper airwa y measurement, 

would neutralize the effects of GER and it’s relation^S^tiie^^ 1106 ' Treating for GER 


6. What, if any, federal regulations reauire this bmc^rfiiro'? u, 

(CFR) title number and the specific section nLbw Regulations 

*V T I < • « .* 


Agency_ 


Not Applicable 


CFR 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
res-jt in an order to cease and desist and to be subject to penalties as provided for in Section 21 1 


See attached form for 
additional information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 21-R-0076 

CUSTOMER NUMBER: 331 

FORM APPRIZED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Maimonides Medical Center 

4802 10th Avenue 

Brooklyn, NY 11219 



Telephone: (718) -283-8439 


|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


^REPOR^O^NIMAL^USE^^^^^UNDE^^ONTRO^O^RESEARCHTAciLr^^^ttecI^ddit!ona^hee^fnecessarvorTsTAPHi^FonT^023^ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

EL Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C« Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

i= 1 

t. Number of animals upon which teaching, experiments. 

research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquil i 2 
drugs would have adversely affected the procedures, res 
or Interpretation of the teaching, research, experiments, . 
surgery, or tests, ( An explanation of the procedures 
producing pain or distress in these animals and the reast 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 
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/ 

7Z 

5. Osts 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 





12 

9. Non-tiu.nan Primates 






10. Sheep 






11. Pigs 


/ 

or 



1 2. Other Farm Animals 
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13. Other Animals 









/a 


12 . 




/YiP' 







1 
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| ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, induding appropriate use of anastatic, analgesic, and tranqulllzlng drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (IACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the lACUC-approved exceptions* this summary in< 
brief explanation of the exceptions, as well as the species and number of animals afFected, 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BV HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 
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DATE SIGNED 


(b)(6), (b)(7)c 


API- 




DEC 0 I 2008 

























